
APR 0 2 2014 K133933
Pagel1 of3

SECiTION 6
510(k) SUMMARY

510(k) SUMMARY

Bost on Sciei tifc Corporltion
100 B~oston Scientific Way
Marlborough,]VMA 01752

Contact: Ashley Pyle
Regulatory Affirs Manager
Telephoine: 508-683-4359
lax: 508-683-5939

Secondary Contact: Jenni for Kimball
Director of Regulatory Affairs
Tlelephone: 508-683-4178
Fax: 508-683-5939

Date Priepared: December 20, 2013

2. IProposed lDevice:
Tradle Name: Inject ion Geld ProbeTM i pola r lec rCjohlemostasis Cathjeter
Classification Name: U nit, H lectrosurgica I, Endoscop ic (NvithI accessoies)
RegUlatlion Number 876.4300
Product Code: KNS
classification: Class It

3. Predicate Device:
Tradle Name: Injection Gold lProbeTM" Bipolar Electrohemostasis Cathecter
Maiuacturer and Clearance Number Boston Scientific Corporation, K 110887
Classification Namec: Unit, llctrosurgical, lEndoseopic (with accessories)
Regulation Number: 876.4300
Product Code: KNS
Classification: Class 11

4. Proposed lDevice Descriptioin:

The Injection Gold Probe Cathleter is an inject ion theriapy and bi polar elect rohemosta sis cal hot er
vi ti irrigation capabilities. The iij oct ion Gold P robe Catheter is available in a working length of

2 10 cot withI outer diamecters of 7 f (2.3 mim) mt 1OF (3.3 ii), compatible wvith a niiniiur of
2.8 mml and 3.7 mot scope channels, reslpect "ely. [The catheter shaft provides firmnlless
lot. perpenidicular and tangentlial Ilse, while thie Mediglide coating onl the cathetier promotes
minimal friction (luring endoscope, Passage.
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1. Injection Therapy

Each Inject ion Gold Probe Cat heter contains at 25 gauige inject ion needlec for inject ion
therapy. The cathieter handle contains thle inject ion needle hiub. l'n ect ion is performed by
attaching a luerlock syr inge to thie "Injection" hub and advancing thle needle.

IL. Bipolar Electrolieinostasis,

The gold-spiral electrode on thle probe tip provides bipolar elect rohernostasis. '[le
Iniject ion Gold ProbeCat ilieter conniects directly to the l'iidlostaitl"fin!iy of ip~o ~ia
lect rosu rgical Genieratois, Or- ut I ize thle B3i pol ar Cable Adapter suplie id by Boston

Scienti fic for other bipolar elect rostugical generaors.

Ill. Irrigationl

I rrigation wvith sal inc or ster ile %vat er is perf~ormned by con nect ing thle irrigat ion huh tot hle
irrigation pot( of thiebip~olar genierator or toa 30 cm' (30 cc) or 60 cm3 (60 cc) liter-lock
syr-iige or mechaniiical irrigation system ifor genierators w\it liot irr-igation capa),bility.

5. 1 Wenld~ed LUse/Indiltions for Use:
'[he Injct ion Gold Probe'M Bipolar Elect rohiemostasis Catheter is indicated for- use in enidoscopic
injection therapy (to (eIC!vet pharmliacological inject ionl agents, such as vasoconlstrictors) anld
endoscopic elect rohlemostasis (catiteriza tion oftissue and coagulation oft blood) O facta 01 o
Poctential bleeding sites in the gastrointestinal (tract. These sites include thie following:

* Peptic Ulcers
0 Diculafloy Lesions
* Mallory-Weiss Teats
o Bleeding Polyp Stalks
o Arterioverious Malformations (AVMs)
* Angiomnata

'[he Inject ion Gold Probe Bipolar llcirohemrostasis Catheter also has irrigation capability. Any
other tise is not recommended.

6. D~escr'iptioni of Change for t his Subm~ission:
'[he Following changes are beintg made to thle proposed Inject ion Gol d Probe Bipolar
Elect ohlemostasis Cathieter:

. Thie current PTPE coating on thie Inject ion Gold( Probe (IC B) Needle II lul to II ypottibe
Assemblies, is changing to a slightly mrodi fled FITE coating.

* The cur rent thiem lcal weld used to attlach tilhe hypot ube to inject ion hub his being rep laced
with anl adhesive bond.

7. Tlechanological Characteristics:
[lie proposed Injection Gold Probe'M Bipolar Electrohemruostasis Cathieter lins thle same
ftuda mental des i gn, operating p~rintc ipal and intenlded use as the predicate Inkjct ion Go!ld PNobeTl
B~ipolar Electriohemostasi s Cat heter (K I 10887). The proposed device has mnaterial Ii ffecrnces
when compa red to tile cunrint ly mariketed In~ject ion Gold ProbeT"' Bipolar Electiorohemostasis
Catheter (K 110887).

8, P'erformance Data:
Bi1ocompat ibility Testing has been performed to iletion sltite that the materialI changes ma(de to
thle proposed device are bioconipatible.

00061C,
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Bench Testing has been performed on the proposed Inject ion Gold Probe*, Bip311 ai
E.lectiohiniosta sis Catheter to dlemionstratc t hat the modi fied device Meets thle reqUireCd
sj)eci Ii cailionisof Ilic cotInl)leteci tests. The foillowl ig bench tests wvere performed:

" Combination Therapy lDcvi ce
* Device Irrigation Flow Rate
o InJect ion Needle Flow Rte
" Injection Needle Extension and Retract ion
o Injection Needle Retraction Lock
o Inject ion Hub to 22 -gauge H ypotube Joint Tensile St rengthI
o 25-gauige l;tjcction Needle to the 22-Giauge 1IoILibe Joint Tensile Stactigth
o Needle Specification

9. Conclusion:
All biocorupat ibi lity tests conducted on the p roposed Inject ion Gold PiobeThl Bipolar
Elect rohierostasis Cat heter passed. Thercefore, thle Inject ion Gold ProbeT"' Bipolar*
E'leclrohieniostasis Catheter is considered bioconmpatible.

All device bench tests results were acceptable. The data (lemonlstrate thiat the InJection Gold(
P robeT'Bpoa Ii lectr-ohlemostasis Catheter reels design specifieat ions and is suitable for- its
intended use.

Host on Scientiftic Coilporat iin ins demonstrated t hat the proposed Inject ion Goldi Potbe' ' Bipolar
Elect rohemostasis Catheter is substantially equ ivalent to Boston Sd e itific Corporation's
ctitnily marketed Injection Gal d Probe' Bip)0or Elect rohemostasi s (K( 110887).
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public I ealth Service

Food and Drug Admnistration
10903 New Hamupshire Avenue
Document Control Center - WO66G609

Silver Spring. MD) 20993-0002

April 2, 2014

Boston Scientific Corporation
Ashley Santos
Regulatory Affairs Manager
100 Boston Scientific Way
Marlborough, MA 0 1752

Re: K133933
Trade/Device Name: Injection Gold Probe'r" Bipolar Electrohemostasis Catheter

Regulation Number: 21 CFR§ 876.4300
Regulation Name: Endoscopic electrosurgical unit and accessories
Regulatory Class: 11
Product Code: KNS
Dated: February 28, 2014
Received: March 4, 2014

Dear Ashley Santos,

We have reviewed your Section 5 10(k) premarket notification of intent to market the device

referenced above and have determined the device is substantially equivalent (for the indications

for use stated in the enclosure) to legally marketed predicate devices marketed in interstate

commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to

devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,

and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).

You may, therefore, market the device, subject to the general controls provisions of the Act. The

general controls provisions of the Act include requirements for annual registration, listing of

devices, good manufacturing practice, labeling, and prohibitions against misbranding and

adulteration. Please note: CDR1-I does not evaluate information related to contract liability

warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA), it

may be subject to additional controls. Existing major regulations affecting your device can be

found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may

publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies.
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You must comply with all the Act's requirements, including, but not limited to: registration and
listing (21 CFR Part 807); labeling (21 CPR Part 80 1); medical device reporting (reporting of
medical device-related adverse events) (21 CFR 803); good manufacturing practice requirements
as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the
electronic product radiation control provisions (Sections 53 1-542 of the Act); 21 CER 1000-
1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please
go to httn://www.fda.gov/AboutFDA/CentersOffices/CDRHICDRJHOffices/ucm I15809.htmn for
the Center for Devices and Radiological Health's (CDRI-'s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2I1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
httn://www.fda.gov/MedicalDevices/Safetv/ReportaProblem/default.htmn for the CDRH's Office
of Surveillance and Biometrics/Division of Poatniarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7 100 or at its Internet address
http://www.fda.gov/Medica]Devices/ResourcesforYou/Industr/default.htmf.

Sincerely yours,

BenjaffVher -S

Benjamin R. Fisher, Ph.D.
Director
Division of Reproductive, Gastro-Renal,

and Urological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



SECTION S
INDICATIONS FOR USE STATEMENT

5 10(k) Number (if known)., To BeDetermined K133933

Dlevice Namie: Injection Cold Probet~t Bipolar Electrohenwstasit
Catheter

Indications For Use:' The Injection Gold Probe"' Bipolar Electtohetnotss
Catheter is indicated for use in ondascoplo injection
therapy (to deliver pharmacological Iijection agents,
such as vasoconstrictors) and endoscopic
clectrohernwslasis (cauterization of tissue and
coagulation of blood of actual or potential bleed ing sites
in the gastrointestinal tract. These sltcsslnclude-tbe
following:

* Peptic Ulcers
* Oleulafoy Lesions
a Mallory-Waits Tears
e Bleeding Polyp Stalks
* Axteriovenous Malformations (AVivs)
* Angiomata

The Injection Gold Probe Bipolar Hlbotwhemostsss
Catheter also has irrigation capability. Any other use is
not recommended.

Prescription-Use A AND/OR Over-The-Counter Use_ _

(Part.21 CFR.801 Subpart D) (21 CFR 807 Subp4It-C

(PLEASE DO NOT WRITEBELOW THIS UINECONTINUE ON ANOTHER PAGEPIFNEEDBD)

Cotnuvrrence of CDRII, Office of Device Evaluation (ODE)

Benjami -
2014.04.-04'00'
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